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DETAILED ACTION 

Claim 21 as amended and new claim 23 (2/29/2008) are pending and under examination. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S. C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claim 21 as amended and new claim 23 remain/are rejected under 35 U.S. C. 102(b) as 
being anticipated by US 5,5 16,684 (Saito et al). 

Claims are directed to a method for reducing allergy wherein the method comprises one 
active step of orally administering to a subject in need of allergy reduction an effective dose of 
an anti-allergic agent Lactobacillus acidophilus strain CL92 (FERM BP-4981). Some claims are 
further drawn to the characterization of the claimed strain including reduction of antigen-specific 
IgE level without affecting IgC level upon administration. 

US 5,516,684 (Saito et al) discloses lactic acid bacteria that belong to the Lactobacillus 
acidophilus strain CL92 (FERM BP-4981) (page 3, lines 10-20) and teaches a method for 
treating a subject wherein the method comprises one active step of orally administering to the 
subject the cells of Lactobacillus acidophilus strain CL92 (FERM BP-4981) in amounts 10x4 to 
10x1 1 cells per day (abstract and col. 5, lines 20-68). The cited method comprises one identical 
active step of administering identical bacterial strain and, thus, the effect of this treatment are 
reasonably expected to be the same effects including reduction of allergy and/or lowering IgE 
level without affecting IgC level upon administration. Moreover, the disclosed administration 
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doses (col. 5, lines 55-60) are the same as intended for the claimed method (specification page 9, 
lines 1-10). 

Therefore, the cited patent US 5,5 16,684 (Saito et al) anticipates the claimed invention. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claim 21 as amended and new claim 23 remain/are rejected under 35 U.S.C. 103(a) as 
being unpatentable over JP 9-2959 and/or WO 01/37865 taken with US 5,516,684 (Saito et al). 

Claims are directed to a method for reducing allergy wherein the method comprises one 
active step of orally administering to a subject in need of allergy reduction an effective dose of 
an anti-allergic agent Lactobacillus acidophilus strain CL92 (FERM BP-4981). Some claims are 
further drawn to the characterization of the claimed strain including reduction of antigen-specific 
IgE level without affecting IgC level upon administration. 

JP 9-2959 and WO 01/37865 disclose methods for reducing allergy and lowering IgE 
levels by orally administering lactic acid bacteria that belong to the species of Lactobacillus 
acidophilus. For example: see JP 9-2959 at English abstract or official translation. WO 01/37865 
discloses a method for reducing allergy and lowering IgE levels by orally administering lactic 
acid bacteria that belong to the Lactobacillus acidophilus (entire document including abstract, 
page 2 at lines 5-15 and pages 8-9). WO 01/37865 teaches that the cells of Lactobacillus 
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acidophilus are capable, when administered orally, to suppress antigen-specific IgE level in 
blood in a mouse rhinitis model wherein antigen-specific IgE level in blood has been elevated by 
nasally exposing the mouse to continuous antigen stimulation (pages 8-10). 

The disclosed lactic bacteria used for administration are generic bacteria belonging to the 
biological species of Lactobacillus acidophilus (WO 01/37865) or some particular strains 
belonging to the biological species of Lactobacillus acidophilus (JP 9-2959). Thus, the methods 
of the cited JP 9-2959 and WO 01/37865 are lacking particular disclosure about the use of the 
claimed particular strain such as Lactobacillus acidophilus strain CL92. 

However, the Lactobacillus acidophilus strain CL92 has been known and used for oral 
administration as a beneficial feed product as taught by US 5,516,684 (Saito et al). 

Therefore, it would have been obvious to one having ordinary skill in the art at the time 
the claimed invention was made to modify the methods of JP 9-2959 and/or WO 01/37865 by 
administering cells Lactobacillus acidophilus strain CL92 as active ingredients with a reasonable 
expectation of success for reducing allergy and lowering IgE levels because cells belonging to 
the biological species Lactobacillus acidophilus have been known, used and/or suggested for 
reducing allergy and lowering IgE levels as adequately demonstrated by JP 9-2959 and/or WO 
01/37865. Thus, substitution of Lactobacillus acidophilus strain CL92 for the other strains 
belonging to the biological species Lactobacillus acidophilus is considered to be substitution of 
equivalents. Thus, the claimed invention as a whole was clearly prima facie obvious, especially 
in the absence of evidence to the contrary. 

The claimed subject matter fails to patentably distinguish over the state art as represented 
be the cited references. Therefore, the claims are properly rejected under 35 USC § 103. 
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Response to Arguments 

Applicant's arguments filed 2/29/2008 have been fully considered but they are not 
persuasive. 

With regard to the claim rejected under 35 U.S.C. 102(b) as being anticipated by US 
5,516,684 (Saito et al) applicants argue that the cited reference does not expressly discloses the 
claimed invention because it does not recognize that the strain CL92 belonging to the species 
Lactobacillus acidophilus is capable to suppress IgE levels (response page 5). This argument is 
not found persuasive because the cited method comprises one identical active step of orally 
administering identical bacterial strain and, thus, the effects of identical treatment are reasonably 
expected to be identical effects including reduction of allergy and/or lowering IgE level without 
affecting IgC level upon administration. Moreover, the disclosed administration doses (col. 5, 
lines 55-60) are the same as intended for the claimed method (specification page 9, lines 1-10). 
Therefore, the cited patent US 5,5 16,684 (Saito et al) is considered to anticipate the claimed 
method. 

With regard to the claim rejection under 35 U.S.C. 103(a) Applicants argue that the cited 
references fail to teach or suggest that the Lactobacillus acidophilus strain CL92 have an anti- 
allergic effect because teaching of JP 9-2959 and WO 01/37865 is drawn to either different 
strains or to generic representatives of Lactobacillus acidophilus and because the art recognizes 
that the anti-allergic effects depend "on the bacterial strain rather than on the bacterial species" 
(response page 7, par. 3). The evidentiary reference from attachment A has been evaluated and 
found that it actually teaches that degree of anti-allergic activity varies from strain to strain but 
the microbial species as the whole is characterized as having this anti-allergic activity. Thus, the 
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cited references JP 9-2959 and WO 01/37865 that clearly recognize that the representatives of 
the species Lactobacillus acidophilus have anti-allergic affects such as reduction of IgE level 
upon administration clearly provide for a reasonable believe that the prior art strain CL92 that 
belong the species of Lactobacillus acidophilus (US 5,516,684) is capable to reduce IgE level 
upon administration at least to some degree and within the meaning of the claims. 

Further, with regard to the cited JP 9-2959 Applicants argue that the teaching of this 
reference is insufficient because it demonstrates the anti-allergic effects of Lactobacillus 
acidophilus in the form of killed cells in the in vitro assay (response page 8). Yet, the pending 
claims are silent about form of cells for administration. Moreover, WO 01/37865 teaches 
administration of live cells (for example: abstract). Applicants also argue that the art (attachment 
C) recognizes that results obtained in the in vivo animal models as in WO 01/37865 might not be 
confirmed in the human subjects. Yet, the pending claims are silent about "subject" or patient 
under treatment. 

Applicants' arguments as drawn to anti-allergic effect exhibited with both live and killed 
cells and as based on results disclosed in the Declaration by Mr. Fujiwara (response page 9) have 
been considered however they are not persuasive because the results of the declaration are 
confusing as to the significance of the differences in anti-allergic effects as indicated. The cited 
WO 01/37865 clearly teaches administration of live cells for in vivo administration (abstract) 
and the cited JP 9-2959 appears to recognize the equivalency of anti-allergic effects provided by 
both killed and freeze-dried (live) bacterial preparations (see translation in the Attachment B at 
page 6, par. 0012, line 8). 
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Applicant arguments as based on a possibility of a different mechanism of action 
(response pages 10-1 1) as result of using the prior art strain CL92 in view of the findings by 
others and at the date after the instant application and claims (reference of attachment E) have no 
persuasive grounds. The cited prior art teaches and suggests therapeutic methods for reducing 
allergy and lowering IgE levels by oral administration of various representatives of 
Lactobacillus acidophilus (JP 9-2959 and WO 01/37865) and the strain CL92 have been known 
and used for oral administration. Thus, one of skill in the art would have been motivated to use 
the strain CL92 because it is suitable for oral administration and because CL92 is a 
representative of the Lactobacillus acidophilus species that is capable for reducing allergy and 
IgE levels. The claimed subject matter fails to patcntably distinguish over the state art as 
represented be the cited references. Therefore, the claims are properly rejected under 35 USC § 
103. 

No claims are allowed. 

Conclusion 

Applicant's amendment necessitated the new ground(s) of rejection presented in this 
Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). 
Applicant is reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 
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CFR 1 .136(a) will be calculated from the mailing date of the advisory action. In no event, 
however, will the statutory period for reply expire later than SIX MONTHS from the date of this 
final action. 



Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Vera Afremova whose telephone number is (571) 272-0914. The 
examiner can normally be reached from Monday to Friday from 9.30 am to 6.00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jon P. Weber, can be reached at (571) 272-0925. 

The fax phone number for the TC 1600 where this application or proceeding is assigned 
is (571)273-8300. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the Technology center 1600, telephone number is (571) 272-1600. 
Vera Afremova 
AU 1657 
May 16, 2008 

VERA AFREMOVA 
PRIMARY EXAMINER 

/Vera Afremova/ 

Primary Examiner, Art Unit 1657 



